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BY FACSIMILE AND FEDERAL EXPRESS Munieh Weshmgton. B.C.
Gary J. Buehler
Director

Office of Generic Drugs, HFD-GOO
Food and Drug Administration
7519 Standish Place

Rockville, MD 20855

Re:  ANDA 78-453/Mylan Laboratories, Inc. v. Leavitt, CA No_07-
Dear Dr. Buehler:

We write on behalf of Orchid Healthcare (Orchid), in response to your letter dated
March 28, 2007 to Orgenus Pharma, Inc., Orchid’s U.S. Agent. Your letter solicits Orchid’s
comments on certain questions relating to the above-referenced litigation, regarding Abbreviated
New Drug Applications (ANDA ) for generic amlodipine besylate tablcts. As Orchid has filed a
paragraph III certification in its ANDA for generic amlodipine besylate tablets (ANDA 78-453).
Orchid does not have any specific comments regarding the issues presented by the Agency’s
questions. Orchid appreciates the opportunity to provide comments on the important legal and
policy issues raised by the questions in your letter, and defers to thc Agency’s interpretation of
applicable law and its regulations in reaching a resolution of the issues presented.

Thank you for this opportunity to provide comments on the issues related to ANDAs for
amlodipine besylate tablets raised in your letter. Please do not hesitate to contact me at (202)
637-2279 if you have any questions or wish to discuss this matter further.

Respectfully submitted,

glyme R. Hatha g’

of LATHAM & WATKINS LLP

cc: Satish Srinivasan
Orgenus harma, Inc.





